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(c) The record specified in paragraph
(b) of this section is the exclusive
record for the Commissioner’s decision
on the complete or partial denial of a
hearing. The record of the proceeding
will be closed as of the date of the
Commissioner’s decision unless an-
other date is specified. A person who
requested and was denied a hearing
may submit a petition for reconsider-
ation under §10.33 or a petition for stay
of action under §10.35. A person who
wishes to rely upon information or
views not included in the administra-
tive record shall submit them to the
Commissioner with a petition under
§10.25(a) to modify the final regulation
or order.

(d) Denial of a request for a hearing
in whole or in part is final agency ac-
tion reviewable in the courts, under
the statutory provisions governing the
matter involved, as of the date of pub-
lication of the denial in the FEDERAL
REGISTER.

(1) Before requesting a court for a
stay of action pending review, a person
shall first submit a petition for a stay
of action under §10.35.

(2) Under 28 U.S.C. 2112(a), FDA will
request consolidation of all petitions
on a particular matter.

(3) The time for filing a petition for
judicial review of a denial of a hearing
on an objection or issue begins on the
date the denial is published in the FED-
ERAL REGISTER, (i) When an objection
or issues relates to a regulation, if a
hearing is denied on all objections and
issues concerning a part of the proposal
the effectiveness of which has not been
deferred pending a hearing on other
parts of the proposal; or (ii) when an
issue relates to an order, if a hearing is
denied on all issues relating to a par-
ticular new drug application, new ani-
mal drug application, device premarket
approval application or product devel-
opment protocol, or biologics license.
The failure to file a petition for judi-
cial review within the period estab-
lished in the statutory provision gov-
erning the matter involved constitutes
a waiver of the right to judicial review
of the objection or issue, regardless
whether a hearing has been granted on
other objections and issues.
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§12.30 Judicial review after waiver of
hearing on a regulation.

(a) A person with a right to submit
objections and a request for hearing
under §12.20(d) may submit objections
and waive the right to a hearing. The
waiver may be either an explicit state-
ment, or a failure to request a hearing,
as provided in 12.22(a)(4).

(b) If a person waives the right to a
hearing, the Commissioner will rule
upon the person’s objections under
§§12.24 through 12.28. As a matter of
discretion, the Commissioner may also
order a hearing on the matter under
any of the provisions of this part.

(c) If the Commissioner rules ad-
versely on a person’s objection, the
person may petition for judicial review
in a U.S. Court of Appeals under the
act.

(1) The record for judicial review is
the record designated in §12.28(b)(1).

(2) The time for filing a petition for
judicial review begins as of the date of
publication of the Commissioner’s rul-
ing on the objections.

§12.32 Request for alternative form of
hearing.

(a) A person with a right to request a
hearing may waive that right and re-
quest one of the following alternatives:

(1) A hearing before a Public Board of
Inquiry under part 13.

(2) A hearing before a public advisory
committee under part 14.

(3) A hearing before the Commis-
sioner under part 15.

(b) The request—

(1) May be on the person’s own initia-
tive or at the suggestion of the Com-
missioner.

(2) Must be submitted in the form of
a citizen petition under §10.30 before
publication of a notice of hearing under
§12.35 or a denial of hearing under
§12.28; and

(3) Must be—

(i) In lieu of a request for a hearing
under this part; or

(ii) If submitted after or with a re-
quest for hearing, in the form of a
waiver of the right to request a hearing
conditioned on an alternative form of
hearing. Upon acceptance by the Com-
missioner, the waiver becomes binding
and may be withdrawn only by waiving
any right to any form of hearing unless
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